PELLEHWE
06 OTKA3€e B COrAQCOBOHUM NPEeAEAbHBIX OTMYCKHbIX LEH MOON3BOAUTEAEN
HA AeKdpCTBEHHbIE MpenapdTtbl, BKAKOYEHHbIE B NepeyYeHb >KM3HEHHO HEOBXOAMMBIX

N BOYKHENLLINX AEKAPCTBEHHBIX MPEenapaToB

B cootBetctBMM C nyHKTOMKM 8 1 21 [IpABUA TFOCYAQPCTBEHHOM PErnCTPAUnM U
nepeperncTpaunm yCTAHABAMBAEMBbIX MPOOV3BOAUTEASIMU AEKAPCTBEHHBIX MNPENAPATOB
NPEAEAbHbIX OTMYCKHbIX LUEH HAO AEKAPCTBEHHbIE MPENAPAThI, BKAKOYEHHBIE B MNEPEYEHDb
YKM3HEHHO HEOBXOAMMBIX V1 BODKHEWLLMX AEKAPCTBEHHbIX MPENAPATOR, YTBEPXKAEHHbBIX
NoCTAHOBAEHMEM lNpaBuTenbcTBa Poccuinckom Qeaepaumm ot 29.10.2010 Ne 865 (aanee
- Tpaeuaa), DepepanbHAST AHTUMOHOMOABHAST CAY>KOA PACCMOTPEAQ AOKYMEHTHI,
NPEACTABAEHHbBIE MMCbMOM MuH3aApaea Poccnm ot 31.03.2016 Ne 20-4-4008017-c,

N MPUHIAQ pelleHne o6 OTKa3e B COrAQCOBAHUM MPEAEAbHbIX OTMYCKHbIX LEH,
NPEACTOBAEHHbBIX HA nepepernctpaumio, «Aabopatopum Cepsbe» (PpaHUMs), Np. -
«NabopaTtopun Cepebe WHAQCTPU» (PpaHums); neps.yn., BTOop.yn., BbinK. - OOO
«Cepamke» (Poccus)) HA CAEAYIoWME AEKAPCTBEHHbIE MPENAPATH, BKAKOYEHHbIE B
nepeYeHb XUIHEHHO HEODXOANMbBIX 1 BAYKHENLLMX AEKAPCTBEHHBIX MPENAPATOBR:!

1. MpoHopaH (MHH - TMnpnbeanA), TABAETKM C KOHTPOAUPYEMbBIM BbICBOBOYKAEHMEM
nokpbiTle oboaoukown, 50 mr, 30 wWrT., - 6AMCTEPDLl (1) — NAYKM KAPTOHHBIE B pA3MeEpe
440,17 pyb.

2. BaanbpokcaH (MHH - AroMeAaTviH), TABAETKM NOKPbITbIE MAEHOYHOM OOOAOYKON, 25 Mr,
14 Wwr., - 6AncTepsl (1) — NAYKM KOPTOHHbIE B pa3mepe 779,22 py6b.

3. BanbpaokcaH (MHH - AroMeAaTuH), TOBAETKM NOKPBITHIE MAEHOYHOM OBOAOHKON, 25 Mr,
14 Wwr., - 6AnCTEPDI (7) — NAYKM KOPTOHHBIE B padmepe 256421 py6b.

[NpeAeAbHble OTMyCKHble LUeHbl HA YKA3OHHble AEeKAQPCTBEHHble MpenapaTbl He
COrAQCOBbIBAKOTCSI MO CASAYIOLLMM OCHOBQOHUSIM.

Ha ocHoBaHmm nyHKTa 10 Mpasmua PAC Poccum HanpasmAa 3anpoc oT 14.04.2016

Ne AK/24859/16 B LEASIX YTOYHEHUSI CBEAEHUN, COAEPMKALLMXCST B MPEACTABAEHHbIX
3ASBUTEAEM AOKYMEHTOX, O MMEHHO OTMYCKHble LeHbl npon3BoanTenst (6e3 yyeta
HOVMMEHOBAOHMST  MPOUN3BOACTBEHHBIX  MAOWOAOK,  YYOCTBYKOWMX B npouecce
MPOM3BOACTBA) HO AEKAPCTBEHHbIE NPEnAPAThl B CTPAHAX, YKA3AHHbBIX B MPUAOYKEHNIN Ne
4 K MeToamKe pacyeTa YCTAOHOBAMBOEMbIX TMPOU3BOAUTEASIMU  AEKAPCTBEHHbIX
NPEnApPATOB MPeAEAbHbBIX OTMYCKHbIX LLEH HO AEKAPCTBEHHbIE NPEnApPATbhl, BKAOYEHHbIE B
nepeYeHb MUIHEHHO HEODXOAUMbBIX 1 BAXKHENLLIMX AEKAPCTBEHHbBIX NPENAPATOB, NPW KX
rOCYy AQPCTBEHHOW PErncTpaumm 1 nepeperncTpaumm, yTBep KAEHHOW NOCTAHOBAEHVEM
MNpaeutenbctea Poccumckom Peapepaumm ot 15.09.2015 Ne 979, ¢ NpeACTOBAEHUEM
CBEAEHMN, TMOATBEPKAQKOLWNX MPEACTABAEHHYIO MUHUMOADBHYIO OTMYCKHYKO  LieHY
MPOM3BOANTEASI HO AEKAPCTBEHHbIV MPenapar.

3agBuTeneM NpeacTaBAeH oTeeT OT 25.04.2016 Ne 16-04/037, B KOTOPOM OTMEYEHO, YTO
NPEACTOBAEHNE 3AMPOLLIEHHON WHPOPMALMM MO  BbILLEYKA3AHHBIM  AEKAPCTBEHHBIM
NPEenapATAM B YCTAHOBAEHHbIM CPOK HE MPEACTABASIETCS BO3SMOMHBIM. B CBSI3M C 3TM



PAC Poccumn He MMeeT BO3MOYKHOCTU MPOBECTU SKOHOMUYECKNM AHAAM3 3ASIBAEHHbBIX HO
PErMCTPALMIO LIEH.

B cootBeTCTBMM C MYyHKTOM 10 [MPABUA HEMOCTYMAEHME B MPEAEAAX YCTAOHOBAEHHOIO
CpOKa 3AMpPOLLEeHHOW AOKYMEHTOABHO  OQOPMAEHHOW MHOOPMAL MU SIBASIETCSI
OCHOBQOHMEM AAS OTKA3A B COFAACOBAHNN FOCY AQPCTBEHHOWM PEMMCTPALMM MPEAEABHOM
OTMYCKHOWM LIEHbI MPOUN3BOAUTEASI HO AEKAPCTBEHHBIN MPENAPAT.



